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ENVIRONMENTAL PROTECTION
AGENCY

[OPPTS—47002K; FRL-4058-8]
RIN 2070-ACIt

TSCA Sectlon 4{a)(1XB) Finsl
Statement of Policy; Criteria for
Evaluating Substantlal Production,
Substantial Release, and Substantial
or Significant Human Exposure

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final Statement of Policy.

SUMMARY: EPA is articulating standards
and criteria for making findings it will
use in implementing its authority under
the Toxic Substances Control Act
(TSCA) section 4(a)(1)(B)(i). Under this
policy, EPA will use as guidance
threshold amounts to make
“substantial”’ production, release, and"
buman exposure findings under TSCA
section 4(a)(1)(B). However, EPA may
also make such findings in situations
where the quantitative numerical
thresholds are not met if additional
factors exist. EPA will continue to
develop and refine the criteria as its
experience with chemical substances
and mixtures (chemicals) considered for
testing evolves, particularly with regard
to the findings of *significant” human
exposure, for which EPA is not
establishing a minimum numerical
threshold in this notice. This notice also
addresses specific issues related to
EPA’s existing cumene test rule (July 27,
1988, 53 FR 28185),
FOR FURTHER INFORMATION CONTACT:
Susan B. Hazen, Director,
Environmental Assistance Division (TS—
799), Office of Pollution Prevention and
loxics, rm. E-543B, 401 M St., SW.,
Washingtor, DC 20460, telephone: (202)
554-1404, TDD (202) 5540551,
SUPPLEMENTARY INFORMATION:
Electronic Availability: This document
is available as an electronic file on The
Federal Bulletin Board at 9 a.m. on the
date of publication in the Federal
Register. By modem dial (202) 512-1387
or call (202) 512-1530 for disks or paper
copies. This file is also available in
Postscript, Wordperfect and ASCIIL

EPA is articulating guidelines for
finding that “‘& chemical substance or
mixture is or will be produced in
substantial quantities, and (I} it enters or
may reasonsably be anticipated to enter
the environment in substantial ~
quantities, or (II} there is or may be
significant or substantial human
exposure to such a substance or
mixturs,” under TSCA section
4(a)(1)(B)(i). In Chemical Manufacturers

Association v. Environmental Protection
Agency, 899 F.2d 344 (5th Cir, 1990),
the th Circuit Court of Appeals (the -
“Court’’) remanded to EPA the rule
issued pursuant to 4(a)(1)(B) for cumene
testing and required EPA to articulate
criteria for the findings EPA mads in the
cumene test rule (53 FR 28195, July 27,
1988). EPA has decided to use this
opportunity to articulate criteria for
making all findings under section
4(a)(1)(B)(i) of TSCA.

This notice does not address how EPA
will set priorities for testing or how EPA
will determine the specific tests to be
performed. Rather, this notice addresses
one element in EPA’s process for .
selecting appropriate candidates fér
testing — i.e, how EPA will determine
whether the chemical is o¢ will be
‘“produced in substantial quantities,”
whether it “‘enters or may reasonably be
anticipated to enter the environment in
substantial quantities,” and whether
there is or may be “significant or -

" substantial human exposure,” as used in

TSCA section 4(a)(1)(B)(i).
I. Introduction
A. Remand

On April 12, 1990, the Fifth Circuit
Court of Appeals remanded to EPA the
TSCA section 4 test rule for cumene
based on a challenge to the rule by the
Chamical Manufacturers Association
(CMA)}. CMA v. EPA, 899 F.2d 344 (5ta
Cir. 1890) (hereinafter “cumene
decision”). The Court generally upheld
EPA's factual findings in the rule as
being supported by substantial evidence
but instructed the Agency to “erticulate
the stanrlards or criteria on the basis of
which it found the quantities of curene
entering the environment from the -
facilities in question to be "substantjal’.”
899 F.2d at 360. In tais notice, EPA is
articulating standards and criteria it will
use in making findings under section
4(a)(1)(B)(i) of TSCA. Additionally, EPA
is responding to the instructions by the
Cnurt reyurding the application of such
criteria to the cumense rule.

B. Background

Congress enacted TSCA to give EPA
the authority to assess and prevent
unreasonable risks associated with the
manufacture, processing, distribution in
commercs, use, or disposal of chemicals
through a variety of regulatory meens.’
15 U.£.C 2601, et seq. This authority
includes, among other things, the
authority to require chemical testing to
develop data for risk assessment, 15
U.S.C. 2603, and the authority to ban
chemicals if necessary to prevent - -
unreasonable risks. 15 U.S.C. 2605. A
principal tenet underlying TSCA is that

*‘adequate data should be developed
with respect to the effect of chemical
substances and mixtures on health and
the environment and that the
development of such data should be the
responsibility of those who manufacture
amf those who process such chemical
substances and mixtures.” 15 U.S.C.
2601{b)(1). See Chemical Manufacturers
Association v. EPA, 859 F.2d 977, 980
(D.C. Cir. 1988) (hereinafter “EHA
decision”). To accomplish this goal,
EPA has established a program for the
testing of chemicals. -

EPA must make findings under either
section 4(a)(1)(A) (“A” finding) or
4(a)(1)(B) (“B” finding) of TSCA before
testing may be required of a .
manufacturer or processor. Both the “A”

. and “B" findings under TSCA section

4(a)(1) require the Administrator to find
that “'there are insufficient data and
experience upon which the effects of the
manufacture, distribution in commerce,
processing, uss, or disposal of such
substance or mixture or any
combination of such activiiies on health
or the environment can reasonably be
determined or predicted,” and that
*'testing of such substance or mixture
with respect to such effects is necessary
to develop such data.” 15 U.S.C.
2603(a)(1){A)(ii)iii) and
2603(a)(1)(B)(ii)iii). N

To require tasting under section
4(u)(1)(A) of TSCA the Administrator
must find that “the manufacture,
distribution in commerce, processing,
use, or disposal of a chemical substance
or mixturse, or that any combination of
such activities, may present an
unreasonable risk of injury ta health or
the environment” (emphasis added). In
the EHA decision, the Court found this
provision to require EPA to establish a
“more than theorstical basis” for finding
that the chemical may present an
unreasonable risk, but that EPA could
establish existence and amount of
human exposure to the chemical on the
basis of inference drawn from
circumstances under which the
chemical is manufactured and
processed. 859 F.2d at 991. This
interpretation of the statute “'preventsa -
testing nile based on little more than -
scientific curiosity, yet allows the -

.Agency to act when an existing

po;;ibility of harm raises reasonable-
and legitimate cause for concern,” :
Ausimont U.S.A. v. EPA, 838 F.2d 93,
87 (3rd Cir. 1988), K e,
In contrast to TSCA section 4(a)(1)(A),
under TSCA section 4(a)(1)(B}, there is.
no risk-based criterion to satisfy. See-- -
899 F.2d at 347, n.4 (cumene decision). - -

According to the legislative history; the:- =~ " *

provisions of TSCA ‘section 4(s}(1)(B)(i)
reflect thé *‘Conferess’ recognition. thats




Federal Register / Vol. 58, No. 92 / Friday, May 14, 1993 / Notices

28737

there are certain situations in which
- testing should be conducted even
though there is an absence of -
information indicating that the
substance or mixture per se may be
heazardous.” H. Conf. Rept. 1679, 94th
Cong., 2d Sess. (1976}, at 61, reprinted
in A Legislative History of the Toxic
Substances Control Act (Comm. Print
. 1976) (“Leg. Hist.”) at 674; and H. Conf,
Rept. 1341, 94th Cong., 2d Sess. (1976),
at 18, reprinted in Leg. Hist., at 425.
. Thus, under section 4{a)(1)(B) of TSCA,
EPA can act even in the absence of
information that the chemical may be -
. hazardous. Section 4(a)(1)(B)(i) requires
" the Administrator to find that "‘a
chemical substance or mixture is or will
be produced in substantial quantities,
and (I} it enters or may reasonably be
-anticipated to enter the environment in
substantial quantities, or (I} there is or
may be significant or substantial human
exposure to such substance or mixturs.”
his policy statement sets out EPA’s
interpretation of section 4(aJ(1)(B)(i) of
TSCA. This notice is not intended to
address EPA’s preliminary policy
decisions for selecting chemicals as
potential candidates for testing.
Likewise, it is not intended to address
findings made under TSCA sections
4(a)(1)(B)ii) or (iii), or the scope of
. testing that may eventually be imposed
by EPA. It is only intended to articulate
the standards and criteria EPA will use .
in implementing its authority to make
findings under TSCA section :
4(a)(1)(B){(i). To this end, EPA published
in the Federal Register on July 15, 1991
(58 FR 32294), its proposed statement of
policy regarding section 4({a)(1)(B)(i} of
TSCA. EPA requested comments on its
construction of the phrases *‘produced
in substantial quantities,” “‘enters or
may reasonably be anticipated to enter
the environment in substantial
quantities,” and “'is or may be
signiiicait or substantial human
exposwre’” as used in section
4(a){1)(B)(i) of TSCA.
" C. The “B” Policy
. Section 4(a)(1)(B)(i) of TSCA requires
the Administrator to find that a
- "chemical substance or mixture is or will
be produced in substantial quantities,
- and (1} it enters or may reasonably be
. anticipated to enter the environment in
substantial quantities, or (II) there is or
may be'significant or substantial human
.. exposure to such substance or mixture,”
to impose testing requirements,
- However, TSCA does not define the
criteria or standards to be used, or the

 'meaningg of the words “significant” or _

“substantial.”* Additionally, the - .
legislative history of TSCA provides no .
dation &mqegm , :

described in section 2 of TSCA of.

statute is silent or ambiguous on a
particular issue, deference is accorded
to any reasonable interpretation
consistent with the statutory purpose.
Chevron USA, Inc. v. EPA, 467 U.S. 837,
842-844, (1984); NRDC v. EPA, 807 F.2d
11486, 1153 (D.C. Cir. 1990). The Fifth

.Circuit Court of Appeals recognized this

principle when reviewing the cumene
test rule. According to the Court, where
TSCA and its legislative history provide
no definition of a term such as ‘

““substantial,” “Congress is deemed to
have implicitly delegated to the EPA the

power to define or interpret
’substantial,’ and we will sustain the
Agency'’s interpretation as long as it is
rational and consistent with the
statutory scheme and legislative
history.” 899 F.2d at 354.

[Sha tial is an inherently imprecise -
word. * * * no definition or group of
criteria can be established which will
function like a mathematical formula, so that
for every given set of facts a specific,
prodictabie answer will always be
forthcoining. Room must be left for the
exercise of judgment.

Id. af 359.

. Clearly, there is nothing in the

statutory language or legislative history
that restricts the Agency’s allowed
interpretation of *substantial” or
“significant” to consideration of
particular quantities of or other
evidence relating to productior, releass,
or exposure. In fact, Congress provided
a list of factors which may or may not
be considered by EPA {n making TSCA
section 4(a)(1)(B)(i) findings. H. Rept.
1341, 94th Cong., 2d Sess. (1976), at 18,
reprinted in Leg. Hist., at 425. See also
cumene decision, 889 F.2d at 356, n.16
{'"Morecver, the quoted language in H.
Rept. 1341 *** is permissive and
expansive in respect to what the EPA
may consider and when it may require
tesu'x:g under section 4(a)(1)(B) ***").
In this statement of pclicy, EPA is
exercising its discretion by articulating -
quantitative thresholds to serve as :
guidance in making findings of
““substantial” preduction, release, and
human exposure. “Significant” human
exposure findings will be made on a
case-by-case basis. As explained in the
proposed policy statement (56 FR -

- 32294), it is EPA’s belief that EPA may

maks findings under section 4(a)(1)(B)(i)
of TSCA based on quantitative -
thresholds. However, EPA does not
intend ta limit itself to the use of these -
criteria in making “B” findings and
reserves the ability to consider other.
factors on a case-by-case basis. Such an
interpretation is consistent with the
legislative history of TSCA and .
effectuates the policy objectives . -

. “nearly 8,000 substances will require

_ (Refs. 1 and 5). These.

developing adequate data with respect

_to chemicals and making the

development of that data the
responsibility of chemical
manufacturers and processors.

I1. Response to Public Comments

A. Summary

EPA received written comments on
the proposed statement of policy from
the Chemical Manufacturers Association
(CMA), the Epoxy Resin Systems Task
Group of The Society of the Plastics
Industry, Inc. {SPI), the Monsanto -
Company, the Ecological and
Toxicological Association of the
Dyestuffs Manufacturing Industry
(ETAD), the Callery Chemical Company,

‘the Halogenated Solvents Industry

Alliance (HSIA), the GAF Chemicals  *
Corporation {GAF), the BASF
Corporation (BASF), the Arco Chemical
Company (ACC), the U.S. Department of

. Labor's Occupational Safety and Health -

Administration (DOL/OSHA), and the
U.S. Department of Health and Human
Service’s National Institute for
Occupational Safety and Health (HHS/
NIOSH) (Refs. 1-8). -
CMA's Acetone and Ketones Panels,.
Oxo Process Panel, Cuinene Panel,
Cyclohexsne Panel, and Hexamethylene
Diiosocyanate Panel, and the Diethyl
Ether Manufacturers Task Group (Refs.
10-15) also submitted comments which
supported, in general, the comments
submitted by CMA. These commenters,
are collectively referred to as “CMA”
hereafter in this notice. Comments
submitted by these groups which are
specific to a proposed test rule for a
specific chemical will be addressed, as
appropriate, in the final rule for that
specific chemical. Those rules will ba
published in the future. The comment
periods were reopened for proposed test
rules for Office of Drinking Water '
Chemicals {55 FR 21393, Muy 24, 1990),
Cyclohexane (52 FR 19096, May 20,
1987), 1,6-Hexamethylene, Diisocyanate
(54 FR 21240, May 17, 1989), and N-
methylpyrrolidone (55 FR 11398, March
28, 1990); See 56 FR 32292 (July 15,
1991). A summary of the comments
received on the TSCA section 4(a)(1)(B)
proposed statement of policy is . A
included in the following Units ILB. .~
-11.G., along with EPA’s responses to .- .
comments, . . S

B. Scope of Testing ] R
CMA and-other commenters have

expiessed the concern that, given the . -

criteria articulated in this notice, :

[EPA] review under section 4(a)(1){B

e
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misinterpreted the intended and actual  environmental releases, the Agency sections 4(a)(1)(A)(ii) and (iii) and (B)(ii)
scope of this policy. The “B” policy is should limit rules supported by such and (iii); it bears no dependence on or
not intended to be, nor will 1&3 used findings to chemical fate and other relationship to the findings under
as an automatic trigger to testing. environmental effects testing” (Ref. 1). either subsection 4{a)(1)(A)(i) or (B)(i).
Nothing in this policy will require EPA EPA believes that any linkage . Thus, once the Administrator has
to immediately review any of the between the particular numerical made a finding under TSCA section
chemical substances currently in threshold criteria articulated in this 4(a)(1)(A)(i) that a substance may
commerce. Rather, this policy statement policy statement, or the particular present an unreasonable risk, or under
sets out EPA’s interpretation of the ﬁndings made under TSCA section TSCA section 4(a)(1)(B)(i) that a.
findings it must under section 4(a)(1)(B)(i), and the nature and scope of substance is or will be produced in
4(a)}(1}{B)(i) and the general factors EPA  testing to be required once such a substantial quantities and may either -
will consider in evaluating section finding has been made, i3 misplaced, enter the environment in substantial
4(a)(1)(BNi)'s applicability in specific  and indeed, based on 8 quantities or that there may be
cases. This policy statement is not misinterpretation of the scope of EPA’s  substantial or significant human
intended to function as a tool for setting testing authority under section 4 of e ure to the substance, the
testing priorities. Testing priorities will TSCA. . Administrator may require any type of
be set by EPA’s ongoing effarts in : TSCA section 4(a) states: testing necessary to address unanswered
developing a Master Testing List. This - (a) TESTING REQUIREMENTS.—If the questions about the effects of the :
list was made available to the publicin  Administrator finds that— - substance. EPA need not limit the scope
EPA'’s Chemicals-in-Progress Bulletin {1)(A)(i) the manufacture, distribution in of testing required to the factual bases
(June, 1990}. See also 56 FR 42055 (Aug. commerce, processing, use, or disposal ofa  for the section 4(a)(1)(A)(i) or (B)(i)

* 26, 1891) for further information. chemical substance or mixture, or that any findings. :

Many respondents, including CMA,  combination of such activities, may present Essentially, under TSCA section

have indicated their tacit support for the 22 ‘;;‘;“’"“bl’ risk of injury to health or the  4(4)(1)(B), EPA may require health

. threshold criteria articulale(f in this i) oront, insufficient data and effects testing even if it has only made
policy notice, so long as “B” findings experience upon which the effects of such a finding that there is or may be
are made oaly in support of rules manufacture, distribution in commerce, substantial entry into the environment
requiring only tiered, screening level or processing, use, or disposal of such substance ©f @ substance, or require environmental
“baseline testing” of chemical or mixture or of any combination of such effects testing even if it has only made
substances (Ref. 1). CMA opposes activities on health or the environmentcan a finding that there is or may be
utilization of the “’B” policy criteria, reasonably be determined or predicted, and - substantial or significant human

. and indeed, use of EPA’s section (iii) testing of such substance or mixture exposure to a substance. Clauses (I) and
~ 4(a)(1)(B) testing authority for any other  With respect to such effects is necessary to (1) of section 4(a)(i)(B)(:) czn be. \
level of testing. d“‘g’l?f’- wbchgaml: or . interpreted as mutually exclusive. See
On the policy as a whole, CMA wi(ll &) nrgd\xc:salnmblmlmllml m”‘t::r 180r  cumene decision, 899 F.2d at 357 n. 19.
P quantities, Either finding is sufficient to require

commented that EPA’s proposed criteria and (1} it enters or may reasonably be

under TSCA section 4{a)}(1)}(B)(i) are 3 viroame testing, so long as EPA finds that data
reasonable as a basis for requiring :E{f;ﬁ“&?.f;::&ﬁe? ::(nm thers i: :,,mmy relavant to a determination of whether
screening tests such as the Screening < - be significant or substantial humen exposure  a substance does or does not present an
Information Data Set (SIDS) utilized by  to such substance or mixture, unreasonable risk of injury to health or
the Organization for Economic {ii) there ere insufficient data and the environment are insufficient and -
" Cooperation and Development (OECD)  experience upon which the effects of the that testing is necessary to develop such
for high production volume (HPV) manufacture, distribution in commerce, data. It is the interrelationship of the
chemicals. CMA stated, “EPA’s processing, uss, or disposal of such substance g (jcting data set and numerous other
proposed ‘B’ criteria would provide a or mixture or of any combination of such substance-specific parameters, which

?uitable basis f?r saloctiglg substances ::;i?&?l;ﬁ;:}m zm&m are evaluatpd under subsections (ii) gnd
or such screening tests” (Ref. 1). CMA (iii) testing of such substance or mixture (iii) of section 4(a)(1}(B), that determines

proposed that, if screening studies with respect to such effects is necessary to the specific testing requirements, if any,
trgveallﬁt’l;:a eilélaz‘fjo:;dzgm.effftt:ts. Gevelop such data;and * * * forE; am{:ulall]- substanstg. twhile it L
en ould a e chemical to a . e : notes, however, that while it Las
the Administrator shall } that el .’ .
e Bropoted Tl U e o singbocondciod on sk ancons {1 suthority to requi teting forany

authority of TSCA section 4(a)(1)}{A), the ixture to develop data with respect to the
“may present” finding. CMA proposed hm;anh m,g enf,}’mﬁmem‘}' :,ﬁ-,,ct, for which  has made a finding under either section

that, in the absence of toxicity concerns, there is an insufficiency of dats and 4(a){1)(A)(i) or {B)(i) of TSCA, the Act
EPA should require additional testing experience and which are relevant to a does not compel EPA to require testing
only if it concludes that exposure is determinaticn that the manufacture, of all health or environmental effects
“unusually great.” CMA argued that distribution in commerce, processing, uss, or  endpoints in all cases. Rather, once EPA
more rigorous “B” criteria, which take  disposal of such substance or mixture, or that  has decided that it will require testing,
into account all of exposure, 3“’ combination of such mvm"'-.dﬁ"' "~ EPA must also determine what data are
. must be developed by EPA to select : in‘}“ “:; gm' anthlznmsouahki oy o' sufficient and what testing is necessary

such high exposure substances for - |y or 1e ea me . in each particular case in promulgating:
additional testing. CMA stated that it 15 U.5.C. 2603(a) (emphasis added). specific testing requirements. In i
would not oppose EPA’s criteria ifthey  The final paragraph of section 4(a) sets  addition, once EPA has decided to
were inco ted into thetiered - out EPA’s authority to require testing require testing, EPA also considers; '

- approach described above. CMA would  once the Agency has made the findings = among other factors, “the relative costs - . _

- oppose EPA’s “B” criteris, if theyare = under section 4{a){(1){A) or (B). The of the various test protocols ***.and the ' -

- - used forany‘other purpose. CMA "~ - directive of this final paragraph clearly = reasonably foreseeable availability of the
- further asserted that if a.“B" finding is  relates to the “data insufficiency” and " facilities and personnsel neededto . <’

e baiéd"sohly“ontgemagm,mdeof .77 !'testingisnecessary” findingsof - ' perforin the testing required under the-"

4 g 4 N

Lot
TA
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rule.” TSCA section 4(b)(1), 15U.S.C.  that the existing data and experience do not quantities equal to or greater than

a suffice as a besis for it to reasonably predict 220,000 . . N ,
 Purtheriior, if Congress had it hrs will b bl aviconmentl  rornicals Progrim o & matee of
. » 3 ﬁu;y from man,“ﬁmd“ OF . ' . Py . S
intended that the testing required under etc.) of the chernical, then ammb?““m policy, may specify higher tiered testing

section 4(a){1)(B} be related to whaether (e.g., bioassay, neuretoxicity} under

the findings aro based on informatien ?ﬁ;ﬁ,ﬂ&“mﬁﬁfﬁﬁf m certain circumstances (Le., use in ‘
about human exposure or 4(a)(1)(B)fi} are not mecessary to provides - consumer } for thase chemicals i
envirenmental release, it is reasonable  naxus betweer requiring testingunder .  anticipated to be annually produced in i
to conclude that Congress would have - section 4a}1)B) and congressional concern  amounts of 2.2 million pounds or b

used the werd “or** instead of “and™ for health and the environment. greater; howeves, the based b
when directing the Administratar to : - substantial production for S
require testing *‘to develop data with 899 F.2d at 354355 (emphasis in considering testing under section h
respect to the health and environmental  original). Given that TSCA section 5(e){1}(AMii){H) is 220,000 pounds (Ref. i
effects **** in the fina} paragraph of 4(a)(1)(B){i) gives EPA authority to 16). , » : iy
section 4(a). However, the explicit rexquire h and environmental effects  EPA disagrees that the OECD HPV f’!
choice of the word “and” in this final ~  testing even in the absence of » threshold would be a more reasonable ‘
paragraph indicates that Congress information that a substence is approach for the imitial threshold under
authorized EPA torequire health and  hazardous, it is reasonahla that the TSCA. section 4. Tha OECD HPV ;
environmental effects testing specific testing to be required relatss to  threshold was established. uader £
.- independent of the basis for an (A¥i}or the data insufficiency and testing is different circumstances than the
{B}i)} finding. Indeed, EPA has , nec findings under TSCA section - proposed threshold for “substantial ;
consistently interpreted the “testingis  4(a)(1)(B¥it}and (ii) rather than to the production.” Eighteen member - = :
necessary” under TSCA sections environmental release or bumen countries (including a}l major producing :
4{a)(ARAXiit} and (BXiii} to mean that exposure finding madeunder TSCA *  countries) developed nationat :
EPA may require any Ml;:_rmh dtn section 4{a)(21XB};;i). ) ' - inventaories of HPV chemicals.
environmental affects testing i .y . . ured or imparted : :
are insuffcient and which EPA believog are  C: Substantial Production ot T vatation wo
:'C&p& 0'0 A eloping necessary EPA PI OPOSQd avalue of 1 million _ meA intoa comprahamive invent~ L
information.” See 45 FR 48510, 48530 (July pounds as a threshold lavel for findings mmrg?gijmd by the OECD, and is call:éy ¥
18,1980}, . ' of “substantial production.” 56 FR the OECD Representative List (ReL 17}, :
, 32296. As an alternative ta this which includes all chemicals (excluding
E'PA 8 broad mandate_ to fequire ) threshold. EPA salicited comments on po]ymem and petreleum fractions} chng .
testing is also reflected in the legislative 1,6 adoptiar of the TSCA section 5(e) reported in any membex country in.
hlstory of TSCA. See H. RBPL 1341, 94th New Chemical PrOpam's expastre- excess of 10,000 tonnes (22 iltion

Cong., 2d Sess. (197€), at 3-6, reprinted  baged substantial production threshold - pounds and all chemicals reported in-
in Leg Hist. at 411—414. The breadth of (¢, 220,000 pounds) or same higher  wo or gxore countries in excess of 1,000

TSCA'’s authority to require testing is threshold (56 FR 32299). o illion pound, onc

most aw in TSCA SOCU'OD Both CMA and SPI commented that z)ggme)s}(é;%;l:gdugﬁon vo]st);n;}z nes. tha y
4a)(1){B) which, according tothe  EPA's proposed production threshold is threshold of 2.2 million peunds was - .
Conference Report on TSCA, authorizes  a reasonable interpretation of conceived merely to gmé’a the ‘ r ;
EPA to require testing “aven though “substantisi production” under TSCA generation of national inventories which |
theve is an absence of infornation section 4(a}(1)(B) (Refs. 1 and 2). , when combined would yield an ¢
indicating that the substance or mixture However, accarding ta CMA, "[wlhile international list of high production -
per so may be hazardous.” H. Conf. EPA’s approach is a reasonable one,8  yolume chemicals. It was assumed by

Rept. 1679, 94th Cong., 2d Sess. {1976), production threshold of 2.2 million OECD that the jon valume alone

at 61, reprinted in Leg. Hist. at 674. See  pounds would be preferable to achiéve  yould be a sufgcient indicator of"

also H. Rept. 1341, 94th Cong., 2d Sess. consistency between EPA’s activities tential exposure such that the OECD's
(1976}, at 18, reprinted in Leg. Hist. at “under T§CA section 4 and the OECD g;)ogmnt: anxpexistfng chemicals has
425 L HPV Existing Chemical Testing focused since 1988 on the chemicals

Finaliy, irs the cumene decision, the Program" (Ref. ). CMA noted that for found on the OECD Re tative List. -

Court supportad EPA’s interpretation - purposus of requiring certain extensive - The TSCA section 4(e)(1 (B}(i) finding

regarding the relationship betwesn the  types of studies, EPA alsc uses 2.2 of substantial production }l n:>(! the sole

findings under TSCA subsection million pounds as @ production volume  finding EPA must make to require ;

4(a)(1)(B)(t} and. subsoctions trigger in its new chemicals program = testing. The threshold of 1 mﬂoa : :

4(a)OKB)Gii) and Gk . undex TSCA section 5" (Ref. 1). HSIA - pounds set forth by EPA in its o |
A finding undex section 4(a)(1)(B}i) does  4]c,) suggested use of TSCA section.5: .. - - statement of policy (56 FR.32294) is one - i

not alona justify a testing order. It must alsa’ tri f : v oof. : . ; . ,

: gger for substantial production (Ref. - - of several findings EPA must meke ..
ﬁmmﬁ?mﬁgm; - 6). Monsante (Ref. 3}, HSIA {Ref. 6), and " before‘s substance may be subjectto™ = .-
upon which the effects of the menufacture for - ETAD (Ref 4) also suppart the adoption " testing. EPA must alse
processing, etc.} *** of such substance *** - of the GECD HPV threshold for the - substantial release; or substantial or

on health or the environment can reasonalily -puégmdmmﬁmhmmﬂuﬁmi. : significant human and Car o
be'*** predicted.’ Similazly, section - . ... A disagrees with CMA and HSIA - TSCA sections 4(a}1}(B)i}snd (TLBs - = 4|

roquirement that the testing be "necessary to - thg gole threshold utilized inthe TSCA... et oo i Mmm v

develop such data’ (exphasis added}— L., section 5 Newe Chemicals r In P

necessary to render the experience and'data . bl ngmm. .
gmai,mg;luslmymm

sufficient as & basis onr which the healthr and
environmental effectz of the mamufacturing -+ foe me
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. meeting the *B” findings criteria, so it-

chemicals and which is the only trigger
for entry into that program should be
determinative of the threshold chosen
for “substantial production” under
TSCA section 4(a)}(1)(B)(i).

GAF,; BASF, end ACC objected to the
proposed threshold on two grounds.
First, the proposed threshold value will
involve subjecting 95 percent of U.S.
chemical production (on a total volume
basis—11 percent on number of
chemicala%ams) to potential testing.
They argue that because the threshold
will encompass such a large percentage
of chemical production, the threshold
reflects an incorrect interpretation of

- section 4(a)(1)(B) (Ref. 7).

As previously explained, EPA has
broad discretion in defining
“substantial” and could choose a
quantitative threshold at any point
along a wide spectrum when construing

~ the meaning of *“substantial

production.” For instance, if one were
to create a chart ranking from lowest to
highest the aggregate production for all
substances on the TSCA Invsntory, EPA
could interpret the term “produced in
substantial quantities” narrowly to
apply only to substances produced in
volumes at the extreme top end of the
chart. EPA cculd also choose to adopt
a broader interpretation, rinding all
chemical production to be substantial
unless it fell below a value at the
extreme low end of the chart.

EPA has proposed a production figure
in between the two extremes. The 1
million pound threshold for production
narrows the “universe” of chemicals
potentially subject to TSCA section 4
testing under TSCA section 4(a)(1)(B) to
11 percent of the TSCA Inventory. Since
that small percentage of the Inventory
accounts for 95 percent of total chemical
production, it is reasonable to use this
information as a basis for making a
finding of “substential production” for
substances produced in excess of that
threshold. _

GAF, BASF, and ACC also
commented that the 1 million pound
threshold “will impose an unfair
sconomic burden on chemical -
manufacturers and processors thatcould
stifle technological innovation” (Ref. 7).
This comment (which is unsupported
by any empirical data) also appears to
reflect a misunderstanding of the scope
of this policy statement.

Neither the “B” policy nor any

articular numerical threshold set forth
erein constitutes an automatic trigger

- for testing. Furthermors, this policy .
_ . statement does not address the amount

of testing to be required for chemicals

is not possible.to determine whether

~propose ch%ical testing under section:

particular production volume threshold
would have any economic impact.

EPA does, however, carefully
consider the potential economic impacts
and the value of testing data for all
section 4 test rules. For each chemical
subject to testing, EPA conducts an
analysis which estimates the costs of
testing. In addition, EPA considers any
comments received on the economic
effects of proposed testing requirements
when developing final rules under
section 4, and may revise testing
requirements when respondents
demonstrate that the rule would impose
excessive economic burdens or would
stifle technological innovation.

. The consideration of economic
impacts is particularly important for
chemical testing decisions because
EPA’s purpcse in using section 4 is to
obtain data for use in risk assessment
and, where necessary, risk management
activity. EPA recognizes that if the
testing it requires on a substance under
section 4 imposes an unfair or excessive
burden, the likely result of the section
4 rule would be to drive the chemical
from the market, rather than to produce
test data, To insure that test data are -
received, EPA must be concerned with
any significant adverse economic
impacts associated with section 4 test
rules. Economlc consideratiors are
therefore wei! integrated into EPA’s
testing decisions.

In response to EFA’s alternative
threshold proposal for the substantial
production criterion (220,000 pounds)
used in the review of new chemical
substances under section 5 of TSCA,
Callery Chemical Company stated,

{a)t this threshold production level, the
publication of production quantities will not
only reveal extremely sensitive confidential
business information but will clearly
overwhelm the Agency with work that it
canno* handle (Ref. 5).

EPA beliaves that adopting the
threshold of substantial production used
in the review of new chemical
substances under section 5{e) of TSCA
is inappropriate at this time, although
for different reasons. Callery Chemical
Company’s concern about public
disclosure of sensitive business
information is addressed elsewhere in
this notice (Unit ILF. of this notice).
EPA zes that the number of

recogni
- chemicals which could be considered as

potential testing candidates under -
section 4 of TSCA would be greater if
the lower threshold value of 220,000
pounds were adopted. However,

- substantial production is only one of thé

findings that EPA must make in order to

ifterpret section. 4(a)(1)(B){i){1) o mear;
- distribution in commerce; prooessin
disposaliof a chemic:

to believe based on a lower threshold
alone that EPA would be overwhelmed,
as Callery Chemical Company believes,
by adoption of the TSCA section 5
threshold value for substantial
production. Nevertheless, for the
reasons set forth above and in the

osed policy, EPA will adopt the 1

' milBou pound threshold for

“substantial production’” under section
4{a)(1)(B)(i) of TSCA.

D. Substantial Release

If the criterion for *‘substantial
production” is met, then at least one of

. three additional findings under TSCA

section 4(a)(1)(B)(i) must also be made

before testing is required. The first of

these findings is that the substance
“enters or may reasonably be. -

anticipated to enter the environment in '

substantial quantities” under TSCA'
section 4(a)(1)(B)(i)(I). EPA refers to this
finding as *‘substantial release” and
proposed that a value of 1 million
pounds per year release or release of 10
percent or mose of total production
volume, whichever is lower, be
established as the threshold value for
“substantial release.” As an alternative
to this threshold, EPA solicited
comments on the adoption of a fixed
threshold, such as 100,000 pounds or 1
million pounds (56 FR 32296).

CMA, HSIA, and SPI disagree with
EPA'’s interpretation that ‘enters the
environment in substantial quantities”

uates with *substantial” release.

ese commenters contend-that EPA
must consider not simply the total
poundage released but af;o' other factors
that address the potential for human
and/or environmental exposure such as
the chemical’s persistence in the
environment and its likely or estimated
concentrations in various environmental
media (Refs. 1, 2 and 6).

EPA disagrees with the commentere’
arguments regarding what information
EPA must consider when making a
finding under TSCA section- =
4(a)(1)(B)(x)(D In offect, CMA attempts
to import the *“exposure’” component of
clause (II) of section 4(a)(1)(B){i) into
clause (I). However, as indicated by the - -
word “or” between the two clauses, -~

clauses (I) and (II) of section 4(a)(1)(B)(1j _

can be interpreted as being mutually
exclusive, While EPA m lg if it chooses,
make a finding under bo

alone, coupled with ﬁndmgs under

4(a)(1)(B)(u) and (m). is suffiment to
ort a test rule. o o
A believes that 1t is reas ble 0\

that any release dusing the manufacture,

clause (and =
clause (1), a finding ur{der either clause

A
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is, per se, “‘entry” of that substance inta
the environment, irrespective of the
substance’s subsequent persistence or
concentration in the environment.
TSCA explicitly uses different terms,
“enters” in clause (I}, and “exposure” in
clause (Il). There is nothing in the .
statute or legislative history that clearly
indicates that clause (I} necessarily
embraces oF incorporstes an *‘exposurs”
component, or a durational or
persistence requirement. Moreover, in
the cumene decision, the Court
explicitly rejected CMA’s argument that
EPA must incorporate a ““persistence” -
com; t in making a section
4{a}{1BXi)})) finding. See 899 F.24 at
355-356, and n. 15-16. For theso
reasons, EPA helieves that its
interpretation of the phrase “enters the
environment” as encompassing any
releese” to the environment is a
reasonable ing of section
a(@)B)iND. -
also commented that
EPA should clarify that, as in section 313
of EPCRA, the only releases on which a “B"
finding will be based are releases to air or
“water beyond site boundaries. Releases or
transfers to treatment and waste dispasal
facilities raise entirely different exposure
considerations and should not be taken into
accourrt in making “B" findings (Ref. 1).

EPA disagrees with CMA'’s
characterization of the scope of the term
“‘releass’ in EPCRA, and as the Agency
is using that term in its interpretation of
TSCA section 4{a)(1)(B)i}{I). Contrary to
CMA’s assertionr, EPCRA does not lmit
the term “'reiease™ only to releases to
*“air or water beyond site houndaries.”
Rather, “release™ is broadly defined in
EPCRA section 329(8), 42 U.S.C.
11049(8}, as

spilting, leaking, pumping, pouring,
emitting, emptying, discharging, injecting,
escaping, leaching, dumping, or disposing
inta the environment ***
Similarly, EPCRA section 329(2), 42
U.S.C. 11049(2), defines the term
“environment’ hroadly to include

water, air, and land the
interrelationship which exists cmong and
between water, ait, and lind and all living
thinyt ,/: [ RN S E

An identical definition of = ‘
“environment" appears in TSCA section
3(5L 5 U.S.L. 2602(5]. The limiting
phrase mfumj facility sita boundaries” .
appears. only InEPCRA section.
313(d)(2)(AL, 42 LLS,CC. 11023(d}(2)(A). -
Under this provision of EPCRA, when
considering

 judging the “substan

Inventory, the Agency is limited ta a
consideration of those effects which
would occur “at concentration levels
that are reasonably likely to exist
beyond facility site boundaries as a -
result of continuous, or frequently
recurring releasas.” This limitation -
applies only in this instance, and does
not apply to or modify any other clause
of EPCRA section 313. Therefore, CMA’s
attemnpt to limit the scope of the term

" “release” under EPCRA, and to relate

this limitation to releases considered

-under TSCA, is baseless.

Moreover, neither ‘‘release’” nor
“enters the environment” is defined in
TSCA. As explained above, EPA
believes that it is reasonable to interpret

clause (I} of section 4(a){1}(B)(i) of the
Act to encom any release of the
substancs to the enviranment. Far

purposes of this policy, and cunsistent
with the definition of “environment” in
TSCA, “enters the anvironment” under
section 4{a){1)(B)(i} includes any
raleases to “‘water, air, and land” that
result from or may reasonably be
anticipated to result from the
manufacture, processing, distribution in
commercs, use or disposal of a chemical
substance or mixture, regardless of the
source or nature of the release.

Furthermore, TSCA’s scope is not
limited to consideration of only releases
from a site or transfers to treatment and
waste disposal facilities. Rather, TSCA
is intended to broadly address the
general uncertainty about the effects of
the manufacture, processing,
distribution in commerce, use oc
disposal of a chemical substance or
mixturs.

SPI commented that EPA’s proposed
1 millicn pound release threshald, and
the proposed alternétive 10 parcent af
production valume threshold, were
“arbitrary’” and that “EPA does not
provide any support for the selection of
10 percent of the production volume
other than it would seem to be a sizable
number. Absent any frame of reference
such as exposure, or presence in the -
environment, such a number is no less

- valid than 1 percent or 60 parcent” (Ref.

2). : . .
EPA disagrees with SPT's camment. In
choasing the 1 million pound threshold
valua ta represent “substantial” releasa,
EPA was guided by the same ‘
considerations that were used ta .
determine the threshold value for.
“‘substantial’” production. In choasing . -
the poundaga threshold, EPA used the
Toxics Releasa Inventory (TR} in

account for 99 percent of the total
reported release on the TRI by volume.
Clearly, the small percentage of TRI
chemicals that exceed the selected .
poundage threshald accounts for the
vast majority of total TR releases. It is
reasonable for EPA to use that
information as a basis far focusing its

attention on chemicals released in
oxcess of that threshald. .
In additian, as stated in the proposed

policy statement (56 FR 32296), the
g:crv;:entaga threshald has been proposed

use EPA is also concerned about
chemical releases that are a sizable
percentage of the production velume of
that chemical. EPA believes that when
such e sizable percentage ofa -

- chemical’s production valuma is
.. released, that release shonld be

considered “substantial” for thet =
chemical substance. This threshold will .
allow EPA the flexibility to require

-testing of chemicals with production

volumes equal to or greater than 1
million pounds per year, but with -
releases of less than 1 million pounds
per year. :

E. Substantial and Significant Human
Exposure :

EPA proposed that "substantial
expasure” means expasure fo larga
numbaers of peopla (56 FR 32297}, and -
set out the following numerical .
thresholds for a finding of **substantial
exposure”: 1,000 workers, 16,006
consumers, and/er 100,000 persans in
the general population. EPA proposed.
that “significant exposure™ refers to the
nature of the vxposure. A finding of
“‘significant exposure” would generally
be made where the numerical threshold
for numbers of parsons expased for
“substantial exposure” is not met, but
the nature of the exposurs is sufficiently
direct, large or pralonged. However,
EPA may make a finding that there isar -
may be both significant huinan exg’osum
and substential human e; the
number of people expm;?mdath‘n ,
thresholds set forth in thig policyand
the nature of the exposure igalsa - -

significant as set forth in this palicy. As o

an altarnative ta these. ds,EPA: -
solicited comments on the adoption of . .

either the TSCA section 5(e} News* . ., -

Chemical Program’s exposure-based
criteria far “substantial” and - ..
“significant” human ex|  OF soma

other criteria for which thera is'a strong .- "
- basis or supparting rationala (58 FR: ;
.32299-32300). ..

BERY?. -

L g

A e o
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proposal*** that would result in testing
compounds for which fewer than 1,000
workers are exposed” (Ref. 9). OSHA
agreed with EPA that, for TSCA
purposes, the proposed definitions for
“substantial” human exposure and
“significant’” human exposure set
reasonable criteria for determining if
testing is required when toxicity data
are absent or incomplete. Accordingly,
'OSHA believes that exposure of 1,000
workers to a chemical of unknown
toxicity represents adequate impetus to
require testing” (Ref. 8). In addition,
OSHA stated that the proposed
distinction between *‘substantial”
human exposure and “significant”

, human exposure is appropriate (Ref. 8).

1. Substantial human exposure. CMA,
SPI, Monsanto, ETAD, HSIA, GAF,
BASF, and ACC submitied comments
that questioned the definitions and
rationale-underlying the proposed
criteria. A common comment was that
EPA had not provided sufficient
ratioriale to justify the proposed
numerical thresholds for determining
*substantial” human exposure.

EPA disagrees with the commenters’
suggestion that EPA did not provide
sufficient rationale for the numeric
thresholds chosen to guide
“substantial” human exposure findings.
As articulated in the proposed policy
statement (56 FR 32297), EPA chose
numeric thresholds to characterize
*substantial” human exposure bacause
it is EPA's belief that TSCA section
4(a)(1)(B) was intended to address
situations where large numbers of -

* people may be exposed to a chemical _
substance and little or no hazard data
exists to indicate whether or not that
chemical substance may present an
unreesonable risk. EPA has based its
thresholds for workers on experience
gained through case-by-case analysis of
existing substances. Furthermore,
according to the Nationai Occupational
Exposure Survey (NOES) data (Ref. 18),
an av%m e of 650 worker:h ami .
potentially exposed to a chemica
substance produced in a quantity of 1
million pounds. In other words, for a

" chemical produced in a quantity of 1
million pounds, it is relatively -
uncommon that as many as 1,000

.~ workers would be exposed. Given this

. analysis and its experience of case-by-

_ . case analysis otti;gdéting chemtiglal :
"+ expaosure over the years, EPA believes -
.that it has reasonably interpreted
. " substantial human exposure” under
- TSCA section 4(a)(1)B)({)(M by - -
.. -utilizing & relatively conservative’

- to & themical substance. Moreaver;

5 s g ;

d of exposuré of 1,000 workers

dete'rminag;m of substantial human
exposure, they did not specificall ue
thxt?t these thresholds were Yo
unreasonable, nor did they provide any
specific alternative criteria or rationale.

The different numeric thresholds for
worker, consumer, and general
population exposure are EPA’s attempt
to reflect the inherent differences in the
probable exposure scenarios for
particular categories of individuals. As
stated in the proposed policy statement,
*“workers generally are exposed on a
more routine or direct basis than ,
consumers, and consumers are generally
exposed on & more direct basis than the
general public” (56 FR 32297, July 185,
1991). EPA has decided to apply a
differential equal to one order of
magnitude between the worker,
consumer, and general population
thresholds, EPA believes this approach
is reasonable and sufficiently reflects
the inherent differences in the probable
exposure scenarios for each of the
categories of individuals, Both OSHA
(Ref. 8) and NIOSH (Ref. 9) supported
the basis for the distinction between
substantial exposure to workers,
consumers, and the general population.
EPA recognizes that this approach,
which is consistent with the Fifth
Circuit's cumene decision, integrates to
some extent the concepts of
“substantial’ and “significant” in
determining what constitutes
“substantial” human exposure. 809 F.2d
at 356, n. 17 (cumene decision); and 56
FR 32297-32298 (July 15, 1991).

Although commenters generally
criticized EPA’s rationale for choosing
the numeric thresholds articulated in
the proposed policy statement, none of
the comments offered any specific

~ alternative thresholds for making a

section 4(a)(1)(B)(i}(l) finding. Many
comiments expressed the viaw that EPA
must consider certain chemical specific
factors to make a *'substantial” human
exposure finding.

and other commenters objected
to EPA’s threshold approach for
determining *'substantial’ exposure
because it is based solely on numbers of

" people exposed and does not take into

account the physical and biological
properties of a chemical, the manner of
its use and release, the level, frequency,
and duration of exposure, norany .
available relevant exposure data. CMA
argues that EPA should “make prudent -
but realistic assumptions about the
exposure levels that would be of
regulatory concern iftesting "~ .~
demonstrates adverse effects” (Ref. 1).

~ EPA believes that CMA's comments ™
_reflect an inaccurate understanding of '
' the role of chemical testing conducted -
thority of section’4 within

-of TSCA, its legislative history, and the’

~ testing provisions, EPA does not believe -

- TSCA'’s statutory framework and

purposes. As explained above in Unit 1.,
TSCA was enacted to ensure that, given
the exposure of humans and the
environment to a large number of
chemical substances and 'mixtures with
ggtentially harmful effects, there would
effective regulation of commerce in

such substances. TSCA section 2(a), 15
U.S.C. 2601(a). Since the potential
effects of many chemical substances in
commerce are not known, the policy
provisions of TSCA reflect Congress’
intent that: Co

adequate data should be developed with
res to the effect of chemical substances
and mixtures on health and the environment
and that the development of such data .
should be the responsibility of those who
manufacture and those who process such
[substances]. :

TSCA section 2(b)(1), 15 U.S.C.
2601(b)(1). Section 4 of TSCA provides
EPA the authority to require such
testing. . -

In effect, by urging EPA to make
*“‘assumptions about the exposure levels
that would be of regulatory concern if -
testing demonstrates adverse effects,”
CMA argues that EPA must make an
affirmative finding that a chemical -
substance would pose an unreasonable
risk of injury at some hypothetical
levels of toxicity and exposure in order’
to require testing under section
4(a)(1)(B) of TSCA. This contention was
explicitly rejected by the Court in the
cumene decision, 899 F.2d at 354-355.

Further, in contrast to the TSCA
section 4(a)(1){A) risk-based criterion
and the TSCA section 6 risk/benefit
analysis, a finding under TSCA section
4(a)(1)(B) requires no risk analysis. See
£99 F.2d at 354 (cumene decision); and
859 F.2d at 979, and 984-988 (EHA
decision). Additionally, as both
exposure and hazard are factors used to
determine whether a chemical may pose
arisk, without the necessary hgzard -
information, making “prudent but
realistic assumptions about the
exposure levels that would be of P
regulatory concern if testing e
demonstrates adverse effects” would be
a meaningless exercise. The utility of -
the frequency, duration, and levels of - -
exposure is limited when EPA is acting’
in the absence of information about the
hazard of the chemical substance in
question. Given the statutory framework

case law interpreting the section 4
that it is required to undertake tha type
of detailed exposure analysis urged - -
upon it by CMA and other respondents -

in making the TSCA'sectio’
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4(a)(1)}(B)(i)(II) “‘substantial” human
exposure finding.

Although EPA is not required to
consider the factors enumerated above
in'making a finding of “substantial”’
human exposure, EPA did, as a matter
of palicy, offer for consideration in the
proposed policy statement an
alternative set of human exposure
criteria, based on the TSCA section 5(e)
New Chemicals Program human
exposure guidelines, which
incorporated some of these factors (56
FR 32290-32300, July 15, 1991).
However, despite an explicit invitation
for comments addressing the merit and
feasibility of applying these guidelines
in the context of section 4 test rules,

.none of the comments addressed the
specific numerical values and other -
factors outlined in EPA’s proposed
alternative thresholds. Comments on the
alternative thresholds expressed only

- the general view that the section 5(e)

criteria should not be applied to review

. of existing chemicals under section

4(a)(1)(B). (Refs. 1 and 2). Furthermore,

EPA solicited comments on adopting

‘‘some other criteria than the criteria

proposed herein by EPA” and “the
supporting rationale” for such criteria,

- yet received no comments offering any

alternative thresholds or other specific
suggestions or rationales. :
spite EPA’s attempt to elicit more
specific comments, most commenters
addressed only the general concept of
the proposed thresholds. For example,

CMA argued that *“Congress clearly

expacted EPA to demonstrate a pattern
of unusually large or widespread
exposure which differentiates the test
substance from typical chemicals in
commercial use” (Ref. 1). Based on this
argument, CMA suggested that EPA

develop an analysis of variations in .

human exposure potential within the
universe of commercially produced
chemicals, Such an analysis would
provide a basis for “low”, “medium”,

- and "high"” exposure chemicals. For -

example, CMA stated that EPA had
made no effort to determine whether

. there are many or few chemicals to

_ which at least 1,000 workers are

exposed. Without such an analysis, . . -

CMA argued, one cannot conclude that.

* exposure t0:1,000 workers is large or
. small for typical chemicals in .

- may berelevant to the Agency’s :
. determination to require testing 6f a - ;

Household Solvent Products: A National
Usage Survey, EPA/OTS 560/5—87-005;
and the System for Tracking the
Inventory of Chemicals (STIC) Databass,
U.S. Consumer Product Safety
Commission (CPSC) 1988. CMA also
stated that about 400 substances have
been screened under TSCA section 4 .
and that EPA’s RM1 (Risk Management-
1) process has resulted in a systematic -
review of available exposure
information for a growing number of
existing chemicals (Ref. 1},

As explained above, EPA disagrees
with commenters’ fundamental premise

" that the Agency is required to undertake

an analysis of typical exposures of all
chemical substayxll)ces cuxrl::;tly In. _
commercial production in order to
support its interpretation of the term
“substantial” under section
4(a)(1)(B)(i)(I1) of TSCA, or that such an

approach was mandated by Congress.

. Neither the plain language of TSCA nor

the legislative history require EPA to
undertake the kind of exhaustive
analysis urged upon it by CMA and
other respondents to support findings
under TSCA section 4(a)(1}(B){i). In-
short, the cost of generating the
exposure information necessary for this
type of analysis may well exceed the
cost of testing, and is not appropriate for
a decision to require testing under
section 4 of TSCA. - ,

EPA notes, however, that it does not
ignore all of these factors in making
decisions to require testing under
section 4 of TSCA. For each substance-
specific rulemaking under soction 4,
EPA must determine whather there is
sufficient “data and experience” upon
which to “reasonebly determine or
predict” the health and environmental
effects of a chemical substance, and
whether testing of such substance is
“‘necessary to develop such data.” In
making these determinations, the
Agency has always, and will continue to
examine all available and relevant -
information concerning the substance in
question, including the physical and
biological properties of the substance,
the manner of its use and release, the -
level, frequency, and duration of
exposure, and any available relevant
exposure and toxicity data. It is the -

- responsibility of interested parties to

provide any information they believe

particular chemical substance under

" TSCA section 4, Consequently, EPA - -

. always'welcomes the submission of

- suchin

>vided prior to the
final test rul

during the hotice and -

CMA at this time, the potential sources
of information identified by CMA
present a number of problems for such
an analysis due to the limited scope of
their coverage. These limitations differ
from database to database, and include’
the number of chemicals covered,
limited overlap between the databases,
the specific data included in each :
database or information source, '
imprecise data concerning current

“production of a given substancs, gaps in

exposure, use and release information,

‘and differences in the quality of data

and the basis for each estimated
parameter. For example, the NOES
database developed by NIOSH contains
information on more than 4,000 )
chemicals. This databasa contains _
useful information on the approximate
number of workers potentially exposed,
the number of female workers »
potentially exposed, the approximete
number of facilities in ths industry
handling the chemical, and the industry
Standard Industrial Code (SIC) where
the chemical is found. However, by
itself, the database is insufficient to
fully characterize the potential worker
exposures because the database does not
contain information of the frequency,
duration, or the levels of workers’
exposures. Due to these limitations, EPA
does not beliove that it is possible to
develop an analysis of the variations in
human exposure potential for the entire
universe of chemicals. However, in the
context of a substance-specific
rulemaking, EPA will carefully consider
the human exposure scenario. Once
again, EPA invites interested parties to
submit for EPA’s consideration all
available and relevant information
during the notice and comment period
for each substance-specific rulemaking
under TSCA section 4, .

‘2. Signéﬁcant human exposure. CMA,
supported by SPI, agreed with EPA that
*‘exposure can be considered. '
‘significant’ where the potential exposed
population is not large but the -
conditions of exposure are unique and

create unusually great concern about the .

substance’s potential for adverse
effects” (Refs. 1 and 2). OSHA also
agreed and stated, - - R

[i)f a worker is exposed directly (i.e., by -
inhalation) or on a routine or episodic basis,

it is reasonsble to determine that a significant

human exposure exists, even if fewer than

" 1000 workers are exposed (Ref. 8}

Howevér. CMA,; HSIA and othiers - -

~ commented that EPA’s proposed policy

does not “meaningfully ide:
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generically define criteria that it will
employ in making a finding of
“significant” human ex under
TSCA section 4(a)(1)(B)(i){lI). Should
EPA make such a finding in a substance-
specific rulemaking, it will fully explain
the bases for that finding st that time.
CMA also stated that EPA has not
adequately defined or explamed the
term ‘‘direct exposure’ and how 329{
. relates to ficant” ure 1).
 mitugle denifcan’ aes
[ characterized as having a clearl
i identifiable or likely source of
chemical, an exposure pathway from the
i source to the receptar that can be
’ expected, with reasonable certainty, to
result in the poteatial for exposure, and
an exposure route that will or can
reasonably be expected to result in
intake/uptake by the receptor. For these

in instances where exposurs is “direct”,
EPA-may consider the vxposure to be
cant” under TSCA section
4())(BYIXD).
GAF, BASF, and ACC stated that EPA
has failed to setablish a cleer distinction

between “‘substantial” and *“‘significant”
exposure as ted in Table 1 of the
proposed {Ref. 6).

As prevmusly acknowledged, there is
some overlap between the criteria used
to construe *substantial”’ and
“significant” human exposure.

Howaever, it is EPA’s belief that such an
overlap is not inconsistent with the
statutory purpose and legislative history
of TSCA. As stated in the cumene
decision, 899 F.2d at 356, n. 17, “it is
not necessarily clear that “significant”
and “‘substantial” as used in clause {If)
must be understood in a way that
prevents any overla

CMA mcmnmendpsd that “EPA should
judge the “significance” of by
examining whether, for the affected
population, it involves large
concentrations or is usually frequent or -
prolonged” {Ref. 1). HSIA suggested that
EPA consider “the mode of manufacture

physical properties which may meke
even quite direct exposure to the

(Ref. 6). To accomplish this evaluntion.
' CMA recommended that “EPA should .

develop representative exposure .

scenarios for workers, consumers and

the population. These scenarios -
should then be used to identify -
workplace operations, consumer.
products or environmental releases with.
uncommonl] ;

reasons, it is raasanable to conclude that

of the chemicals, the mammer of use, and

. threshold levels of little or no concern”. ‘

" be *substantial” or *

potentiat’ .~ EPA must maketo.

exposure scenarios suggested by CMA
would have much utility. However, EPA
will examine, among other factors, the
criteria suggested by CMA and others in
the context of substance-specific
rulemakings under TSCA section 4,

- including the manner of use. tha _

chemical specific physical

and whether for the affecte ulatxon
the exposure would invoive mge
concentrations or is frequent or

. prolonged. Also, in response to an

earlier suggestion from commenters,
EPA did propose, as an alternative to
the proposed section 4(a)(1)(B) criteria
for “'significant” exposurs, ‘adopting the
qualitative and quantitative
*“substantial™ and “gignificant”
exposure guidelines used to review new
chemical substances under section 5{e)

. of TSCA (56 FR 32299). These TSCA

section S(e) criteria do include some
consideration of frequency, duration

* and magnitude of exposure for workers, -

and consideration of megnitude of
exposure for the general population.

_The section 5(e) criteria for consumer

exposure are qualitative only. These
criteria were davelopéd based on

experience assessing the exposures
asgoemated with thousands of new
chemicals with limited, but known, uses
and exposure settings. However, as
explained above, none of the
commenters were in favor of EPA
adopting the TSCA section 5(e) human
exposure criteria.

In summary, for the purpose of
determunn§ whether thers is or may be
“substantial” exposure under TSCA
section 4{a)(1)(B)(x)(II). EPA will utilize
the numerical thresholds of 1,000
workers, 10,000 consumers, and/or
100,000 persons in the gensral
population. A finding of “‘significant”
exposure will generally be made on a
case-by-case basis, taking into
consideration, among other factors, the
manner of use, substance specific
physica! properties, concentration
levels, and the duration and frequancy
of the exposure to the substance. It is
important to note that TSCA section 4
is an information gathering tool only
and that it places no limits on a
chemical substance’s manufacture, "

- processing, distribution in commerce or

usoGivenxhalimiead of TSCA
--section 4(a), to require testing, and.-
becausetbeﬁndmgthatthmisamy.
‘significant’” human
exposure is only oné of several ﬁn%nggs
A/‘

- exposure other than that a chemical

.. another com

F. Other Issues

1. Categories. EPA proposed that it
would apply the generic numerical
thresholds for most substances
considered for action under TSCA
section 4(a){1)(B). In some cases,
however, where the thresholds are not
met, EPA pro that it may consider
“additional factors™ on a case-by-case
basis for making findings. An example
of such a case mentioned by EPA in the
proposed policy was chemical
categories.

CMA, supported by SPI, behaves that
categories should be narrowly defined.

In CMA’s judgement, the only category that
would be suitable for a "B’ finding would be
one whoss members similar
chemical structures and were therefore liksly
to have clssely related health or
environmental effects (Re@l). :

CMA also comments that - «
representatives from a category could be
selected for testing, obviating the need
to test each and every member of the -
A?loes not agree with the
commenters that categories must, by
necessity, be limited to chemicals with
similar structures or toxicological
properties. However, EPA does agree
that chemicals with similar structures or
toxicological properties could, in certain
instances, be grouped togather and
referred to collectively as a category.
Additionally, after consideration of all
relevant chemical specific parameters,
EPA may propuse category findings on
a case-by-case basis, and will solicit
comments on this decision in the -
specific pro test rule. This is the
approsch taken in the proposed test rule
for glycidols (56 FR 57144, November
11, 1991).

2. Additional or mitigating fcctors.
CMA, Monsanto and others stated that
EPA should, in implementing its policy
under soction 4(a)(1)(B) of TSCA,
preserve the flaxibility to consider .
additional and mitigating factorsona -
case-by-case basis. Moasanto supports
the ‘‘substantial” and “significant”’

osure criteria as benchmarksbut . - -~ -
believe that other factors, on a case- - = ’
specific basis, may need evaluation. For
example, CMA stated that whaere there .
are no other indicators of substantial .

sgpears in human adi tgzso tissue, EPA
ould consider that the tissue may be
reflective of background levels in
environment, a metabolic product of -
pound, or release from non- .

T industriaisoum(Retl).ln,mch.

. situntion, CMA i
.under section 4(a}{(1}(B).of
2 ~not bc )nstiﬁotL

sts that -
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EPA agrees with the respondents that
in implementing this policy, EPA
should preserve the flexibility to
consider certain variables on a case-by- -
case basis. Furthermore, in -
implementing section 4(a)(1)(B) of
TSCA, EPA intends to use the criteria
articulated in this policy statement as
guidelines to retain the flexibility to
consider all relevant variables in making
- findings under section 4(a)(1)(B) of - -
TSCA. As stated in the proposed -
statement of policy, EPA intends to
utilize the generic thresholds for most
chemical substances considered for
action under TSCA section 4(a)(1)(B). In
some cases, however, where the
thresholds are not met, EPA may
consider “‘additional factors” on a case-
by-case basis to make findings.

EPA’s authority 1o use this flexible
approach was recognized by the Court
in its decision regarding the cuinene test
-tule. The Court stated that EPA’s
definition need nct be precise — it need
not “function like a mathematical
formula.” 899 F.2d at 359. On the other
hand, there may be some instances
when a chemical substance meets the
criteria articulated under TSCA section
4(a)(1)(B)(i), but where testing under
TSCA section 4(a)(1)(B) will not be
required because EPA finds under
subsection (ii) or subsection {(iii) of
section 4(a)(1)(B), respectively, that deta
are sufficient to reasonably determine or
predict the effects of the manufacture,
process, distribution, use, or disposal of
the chemical or that testing is not _
necessary. Monsanto, GAF, BASF, and
ACC strongly support the use of
“mitigeting factors” to justify not
requiring testing for those chemicals
that meet the section 4(a)(1){B)(i) criteria
for which tha available data are
sufficient to reasonably determine or
predict the effects of the manufacture,
process, distribution, use or disposal of
the chemical and/or that testing is not
necessary.. ,

3. Corfidential business information.
Callery Chemical Company is concerned
that an EPA finding under TSCA section
#(a)(1)(B){i) that & chemical may be -
produced in substantial quantities may
result in disclosure of confidential
" business information (CBI) and “‘could
provide valuable marketing information
to competitors and potential
.competitors without justification” (Ref.

5) .. e ro ‘

- EPA does not believe that disclosing
to the public the fact that at least 1
million pounds of a chemical substance
- or mixture is produced per year would
. be a disclosire of CBI. In.making suc]

" a finding, EPA would be relying on the
_aggregate-production o.for all:
manufacturers of th

EPA would not be disclosing specific
information regarding any particular
manufacturer’s production. Should such
a statement affect a single manufacturer,
as might be the case with specialty
chemicals, EPA does not believe that a
statement that production volume is at
least 1 million pounds would disclose
sufficient information to be considered
a disclosure of information which might
be entitled to confidential treatment.
Furthermore, TSCA section 14(a)(4)
authorizes the disclosure of information
which otherwise might be entitled to _

. ‘confidential treatment when relevant in

anly proceeding under TSCA, including
rulemaking, provided that disclosure is
made in such a manner as to preserve -
confidentiality io the extent practicable

- without impairing the proceeding. See

40 CFR 2.308 (1991). EPA believes that
by disclosing only that a substancae is or
wxﬁl be produé:ed in volumes of 1
million pounds ear or ter,
confidentiality \ngxl}:i be prgzarved to
the extent practicable while still making
findings under section 4(a)(1)(B).
However, EPA will make this decision

“on a case-by-case basis, in accordance

with 40 CFR 2.306, if such situations
arise. '
G. Beyond Scope

Respondents raised several issues
which are beyond the scope of this
policy statement. The issues relate to
the use of structure activity
relationships (SAR), exclusion of
polymers, tiered testing schemes, and
testing priorities under TSCA section
4(a)(1)(B). -

1. Structure activity relationships.
Monsanto believes that “[t}he 'B’ policy
should recognize and authorize the use
of structure activity relationships (SAR)
when evaluating the testing needs and
priorities for substantial production
chemicals’ (Ref. 3). Monsanto
commented that a large number of their
high production volume chemicals are
produced as intermediates and then
later converted to neutral seltsto
facilitate handling and shipping; in" -
most of these cases, the salt an :

intermediate itself have essentially the -
.sams toxicological priorities. Therefore,

by testing and evaluating one substancs,
the other chemical can be evaluated .
using SAR. - . G vl

. Monsanto’s comment is not relevant

to a discussion of TSCA section -

4(a)(1)(B)(i). Rather, whether SAR will
be a factor in determining the “testing
needs and priorities for substantial -~
production chemicals,” is ?'_m.attar. o

"provided for in the review of new - -

“believes a similar

- likely that a tiered testing approach: ) .
- would not be appropriate. In'other =~ -

., exposure. Thus
-, incorporation o
resul

2. Polymer exclusion. Monsanto
commented that polymer exemptions
should be recognized by EPA under this
policy, because “(plolymers represent a
special class of chemical substances that *
needs separate consideration under the
prop 'B’ policy” (Ref. 3). Monsanto
noted that a number of polymer
substances are biologically benign and, -
therefore, do not represent substantial
health or environmental concern. In . ~
support of this position, Monsanto - - E
noted that exemption procedures are i

chemical substances under TSCA- .,
section 5. Likewise, the OECD HPV
program did not include polymers on
the Representative List. Monsanto -

tge ofpolymer.
exemption should be offered under the -
section 4(a)(1)(B) policy. e

Again, Monsanto's concerns relate -
more to a discussion regarding TSCA - -
section 4(a)(1)}(B)(i) al:g (iit) gmn TSCA
section 4(a)(1)(B)(i). EPA believes that in
the absenca of any submitted data, it is
difficult to address the manufacturers’
concern. Polymers do not have a well-
defined composition, and there may be
a need to test some lower molecular
weight polymers or oligomers which -
may have potential for health or
environmental effects. Therefore, it
would be premature for EPA to suggest
that a blanket exemption from testing -
for polymers may be appropriate. To
data, EPA has not propose; or required
testing of a polymeric compound under
TSCA. )

3. Tiered testing. Monsanto
commented that EPA should adopt a
tiered testing approach to evaluating _
chemical substances. =

EPA believes that determination of
whether tiered testing is appropriate
generaliy must bé made on a case-by- -
caso basis. EPA recognizes that
incorporating a tiered testing scheme in
a test rule can generate preliminary data
relatively quickly with minor expense;”
Howaover, for a relatively well L
characterized chemical substance; it is

e ba——

it

instances, if the scientific literatiire™ "
contains information which strongly”
suggests that the chemical isused ina.
way that would result in widespread: ~
worker or consumer exposurs {e.g., 8" "
solvent use), then it is less likely that
preliminary experiment would e

. the kind of data {o support the d

such

answer needed )
tomati

despread
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»thls nonoe. EPA may consxder

4. Testing priorities. CMA commented
that, in addition to adopting the 2.2
million pound threshold for substantial
production, EPA should adopt a tiered,
sequential process for identifying data
nesads on all high production volume
(HPV) chemicals. In CMA's opinion,
EPA should group HPV chemicals into

. categories and establish priorities for the

review of each chemical. -

Once overall testing priorities have been
set, individual high volume chemicals '
should be reviewed to determine whether.
they warrant an initial set of screening tests -
comparable to those in the OECD Screening
Information Data Set (SIDS) battery (Ref. 1).

EPA clearly articulated in the
proposed statement of policy and in
Unit I. of this final notice that issues
related to how EPA establishes testing

priorities and how CPA inakes findings

under subsections (ii) and (iii) of section
4(a¥(1}{B} of TSCA would not be
addressed in this statement of policy. If
at some future point in time, EPA
decides that adoption of a testing
program such as that proposed by CMA
would be beneficial in the gathering of
data on existing chemical substances,
EPA will clearly articulate that policy
and the underlying rationale in a notice.

I11. Final Policy
A. Substantial Production

EPA is establishing a threshold value
of 1 million pounds, aggregate
production volume of the substance per
year for all manufacturers, as the
substantial production threshold. This
threshold currently represents only 11%
of the entire universe of chemical
substances potentially subject to testing

- under TSCA section 4, yet accounts for

95% of total chemical production by
volume. For the reasons articulated in

. the proposed statement of policy (56 FR

32294) and Unit I1.C. of this notice, EPA
believes a threshold value of 1 million
pounds is a reasonable interpretation of
the phrase “produced in substantial
quantities” in TSCA section :
4(a)(1)(B)(i). ‘

B. Substantial Release

EPA is establishing a threshold value
of 1 million pounds of release to the
environment from all sources per year;
or release equal to or greater than 10
percent of production volume per year,
whichever is lower, as the threshold for
substantial release. In choosing the 1 .
million pound threshold veluse to
represent "‘substantial’ release, EPA
used the TRI as a guide in judging the
*“substantial” nature of that amount of
release. EPA has determined that 37
percent of the chemicals listed on the
TRI have releases of 1 million pounds
or greater and that these releases
represent over 99 percent of the total
reported release on the TRI by volume.
Clearly, the small percentage of TRI
chemicals that exceed the poundage
threshold accounts for the vast majority
of total TRI releases.

The percentage threshold reflects
EPA’s concern about chemical releases
that are a sizable percentage of the
production vclume of that chemical.
EPA believes that when such a sizable
percentage of a chemical’s production -
volume is released, that release should
be considered “substantial” for that
chemical substance. For the reasons
articulated in the proposed statement of

policy (56 FR 32294) and in Unit IL.D.

of this notice, EPA believes that this is

a reasonable interpretation of the phrase
“enters the environment in substantml

quantities’’ in TSCA section

4(a)(1)(B)(iX(1).

C. Substantial and S:gmﬁcant Human
Exposure ‘

EPA is establishing the criteria in
Table 1 of this Unit for **substantial”
and “significant” exposure. As - -
articulated in the proposed policy
statement, EPA chose numeric
thresholds to characterize “substantial”
human exposure because it is EPA’s -
belief that TSCA section 4(a)(1){B) was
intended to address situations where
large numbers of people may be exposed
to a chemical substance and little or no-
hazard data exists to indicate whether or

" not that chemical substance may présent

an unreasonable risk. EPA based its* -
thresholds for workers on experience
gained through case-by-case analysis of
existing chemicals.

The different numeric thresholds for
worker, consumers, and general
population are EPA's attempt to reflect
the inherent differences in the probable
exposure scenarios for particular
categories of individuals. EPA decided
to apply a differential equal to one order
of magnitude between the workar,
consumer, and general population
thresholds. For the reasons articulated

* in the proposed statement of policy (56

FR 32294) and Unit ILE. of this notice,
EPA believes that these criteria are a
reasonable interpretation of the phrase

“significant or substantial human
exposure” in TSCA section
4(a)(2)(B)(i)(Li).

TABLE 1.— TSCA Saection 4(a)(1){B)(i) Human Exposure Criteria Guidelines

Substantial Significant
General population 100,000 peo- - <100000p90plepopdaﬁonexposedmmdiracﬁyoconaroutineorapisodicbasls.‘
Consumers ............... 10%%0;:90- <10000poopleexposedmomdkecﬂyoconamxﬁnoorop&sodlcbasas.
Workers .........cc.ceeeen. 1,(%:)wofkars < 1,000 workers exposed more directly or on a routine or episodic basis.

D. Additional Factors
EPA will apply the generic numerical

thresholds for most substances .
considered for testing under TSCA

- section 4(a){1)(B). In some cases,

however, where the thresholds are not
met, it may be more appropriate to use.
a case-by-case Fproach for making
findings by applying other -
considerations. For the reasons
srticulated in the proposed statement of
policy (56 FR 32296) and Unit ILF 2 of :

‘‘additional factors” for making findings
for substances which do not meet the
numerical thresholds articulated herein
for evaluating existing chemicals under
TSCA section 4(a)(1)(B). §
Conversély, EPA may not require
testing under TSCA section 4({a)(1)(B)
for a chemical that meets the section-
4(a)J{(1{B)(i) criteria if EPA finds, under -
sections 4{a)(1)(B){ii) and (iii), that data

- are sufficient to reasonably determine or .

predict the effects of the manufacturs, -

. Pprocess distnb_uhop,us_e and :dxsgosal” :

_A. Response to CumenePanel :

- rnanufacturers-and

environmental effects testing

of the chemical and/or lhat tesnng xsnot
necessary. ~ -, - R
IV. Final Test Rule for Cumene

On July 27, 1988 (53 FR 28195} EPA
promulgated a final rule mqmnng
rocessors.of.

th and

cumene to perform

response to the Interagency Testing:.
, Committee’s (ITC) recommendation'that.
“cumeng be given- urityi'eisiiﬂ ;




. Federal Register / Vol. 58, No. 92 / Friday, May 14, 1993 / Notices

28747

consideration under TSCA section 4.
Based on the available data, EPA found
under TSCA section 4{a)(1)(B)(i) that
cumene is ‘‘produced in substantial
quantities and that it enters the
environment in substantial quantities,
with the potential for resulting
substantial human exposure to cumene
from its manufacture, processing, use

. and disposal.”” EPA also made the
requisite findings under TSCA section

4(a)(1)(B)(ii) and (iii) (53 FR 28200, July

27, 1988). EPA’s findings were
challenged by the Chemical
Manufacturers Association in CMA v.
EPA, 899 F.2d 344 (5th Cir. 1990). The
: Court remanded the rule requiring EPA
to:
articulate the standards or criteria on the
basis of which it found the quantities of -
cumene entering tha environment from the
facilities in question to be *substantial” and
the human exposure potentially resulting to
be *“substantial.”

899 F.2d at 360. The Court turther
instructed EPA to: :

articulate whether its respective [TSCA |
section 4(a}(1)(B)(i)] clause {I) and clause {11}
findings [in the cumene rule] each constitute,
alone, an independent and sufficient basis for
its testing requirements, or whether, on the
other hand, its testing requirements rest only
on the claures (1) and (1I) findings jointly ***,
The EPA shali further indicate whether its
findings under either clauss (1) or clause {iI)
are to any extent dependent on its finding,
which we have disapproved, concerning
eatry into the aquatic environment; and, if
50, shall reconsider its clause (I) and {11}
findings in the light of our referenced ruling.

Id. at 360, n. 22. Finally, the Court
directed EPA to ccnsider new studiss o
be presented by CMA on remand
“unless they would not be material to
any of the EPA’s criteria relied on for
the testing.” Id. at 360-361. On remand
the Cumene Panel of CMA submitted
both specific studies and general :
comments on the cumene final test rule.
The test rule remained in effect, and test
data was submitted to EPA in response
totherule.. - ’

EPA has addressed some of the
Court’s instructions conceming EPA’s
statutory authority and the Cumens

. Panel’s generic comments regarding the
“B" policy {Ref. 12) in Unit IL. of this
potice. Specific comments on cumene -
and EPA’s review of remand evidence -
are addressed in this Unit IV, .

'B. Substantial Production

- Insupport of its final test rule, EPA
- found that cumene is produced in

*”_substantial quantities, based on reported

. U.S, giinene production of 3.35 billion

ounds with an additional 339 million
iinds Imported. This figura was not

-, remowal, the cumens emisalons from.:..

disputed. For the reasons discussed in
Unit IL.C. of this notice, EPA believes
that this level of production clearly
qualifies as “substantial production”
under section 4(a)(1)(B)(i) of TSCA. The
level of cumene production reported in
the final rule weﬁ exceeds the
“substantial production” threshold
articulated in this notice.

C. Substantial Release

In support of the final test rule, EPA
found that cumene is released to the
environment in substantial quantities
based on an estimated 3 million pounds
per year of fugitive emissions of cumene
to the atmosphere from manufacturing,
processing, and use activities. The Court
upheld the validity of EPA’s estimate.
899 F.2d at 352-353. Tc a lesser extent,
EPA also noted in ihe final rule that .
cumene wes released in unspecified
quantities to the aquatic environment.
Because EPA was unable to estimate
with reasonable certainty the magnitude
of this release, EPA did not rely on this
release in calculating human exposure;

- nonetheless, EPA did believe that there

was a potential for human exposure as
a result of release of cumene to aquatic
environments. The Cumene Pansl
commented that EPA lacks an adequate
basis for finding that cumene “‘entars
the environment in substantial
guantities." Specifically, the Panel

isdgreed with EPA’s equating
“substantial release’ with “enters the
environment in substantial quantities.”
The Panel stated,

[t}he Agency has made no effort to analyze
the extensive evidence in the record
regarding the persistence and distribution of
rumene in tho environment or to relats
cumene release levsls to human exposure
patterns (Ref. 12).

As discussed in Unit ILD. of this
notice, EPA rejects the premise that
*enter the environineni in substantial -
quantities,” as used in section
4(a)(1}(B){i)(I) of TSCA, be defined to
include a determination of “persistence
in the environment of those substantial
quantities.” The Court in the cumene
case, 899 F.2d at 355-356, found that
EPA is not obliged to follow CMA’s
construction of TSCA section 4.

The Panel also raised this issue in

their comments on the final rule for .

cumene, asserting that, considering the
short half-life of cumene in the.
atmosphers, there is no reason to _
believe that, except for populations very
close to the plant, there is any general
population exposure to cumene. EPA

responded that the half-life of cumene .

in the atmosphere appears to be on the
orderof 1 c;,.zday;, Atthisrateof . .

ongoing manufacturing and processing
activities would be expected to be
distributed over a large portion of the
communities near manufacturing and
processing facilities depending on the
prevailing atmospheric conditions.
Thus, the Panel has not provided EPA
with a convincing rationale to refute -
EPA’s finding that cumene “enters the
environment in substantial quantities”
or that there is not “substantial human
exposure.” Rather, the Panel has only
demonstrated that persistence, one of
many chemical-specific parameters EPA
considers in evaluating a chemical, may
be of limited importance when
considered with other factors, such as
the manufacturing and processing
scenario, T e

D. Substantial Humar. Exposure

The Panel commented that, even if
the release of cumene could be equated
to “substantial” environmental entry,
EPA would not be justified in requiring
human health effects testing unless it .
were to make a finding of “substantial
human exposure.”

Once again, the Panel is attempting to
link the type of testing required to the
bases for the TSCA section 4{a)(1)(B)(i)
finding. EPA does not believe this to be
a valid interpretation of section 4(a} of
TSCA. Furthermors, EPA believes, as
stated in Unit II.B. of thic notice, that
clauses (I) and (I} of TSCA section
4(a)(1)(B)(i) can be interpreted as
independent. In particular, althotigh
EPA made findings for cumene under
both clauses (I) and {lI), EPA believes a
finding under either clause alone
constitutes an independent and
sufficient basis for the testing required.

In support of its final rule, EPA found
that there may be substantial human
exposure to cumene based on the
exposaure potential to approximately
13.5 million people living in the
vicinity of cumene manufacturing and
processing facilities. EPA believes that a
majority of the people would be
exposed as a result of fugitive emissions
of cumene to the atmosphere. The
majority of cumene manufacturing and
processing facilities are concentrated in
a few large metropolitan areas. The
Court in the cumene case, 899 F.2d at _
353, found that the rulemaking record
adequately supported EPA’s ing. -
Hoe\gever, when CMA hﬁafadtii?smm it
submitted a monitoring study,; not - - -
previously submitted as comments on.
the rule, that relates to the presence of -
many chemicals, including cumens, in

- the Houston Ship Channel area {Ref. - e

19).-

g

o e P b k.
aite !

T
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sither the *“enters the environment in
b substantial quantities” or “‘substantial
human exposure™ findings of section
4(a)(1)(B)(i).

The remand evidence presented by the
petitioners indicates that such exposure does
not exist because cumene levels are not
elevated even at short distances from the
cumene plants (Ref. 12).

" Asinstructed by thie Court on remand,
EPA has reviewed the study submitted
by CMA. In general, EPA’s review (Ref.
20) concluded that the study supports
the conclusions of its authors. However,
the study cited by the Cumene Panel
-does not show, nor was it designed to
show, the monitored environmental
concentration from manufacturing and
procesding facilities. The study’s
introduction states;

{t/he underlying goal of the monitoring -
program is to provide member firms with
accurate ambient air quality measurements
and technicel data for better understanding
air quality concerns in the Houston Ship
Channel area (Ref. 19).

There are seven sites where
monitoring devices are maintained
downwind from the Houston Ship
Channel. One site only monitors
meteorology and any accidental
releases. This site is the
northeasternmost site and does not
monitor for any organic compound. The
study states that the prevailing wind
direction is from the southeast (Ref. 21).
Therefore, the monitoring sites are
upwind from ell but one of the cumene .
manufacturing end processing sites and
are gathering data on cumene emissions
from refineries and other unknown
SOUrCs, - :

There is one manufacturing facility
sited in the monitoring array. However,
the facility appears to be at least 5 miles
from the closest downwind monitoring
site. Additionally, it is not clear from
this study whether the detected
environmental concentrations were
detected at the closest downwind
monitoring sites. The monitoring array
is either upwind from all the other
cumene manufacturing and procossing
sites or is over 30 miles away from these
sites. At that-distance, the facilities

- would have to release extremely large
-~ amounts of cumene per minute to reach
.. detectable levels in the monitoring
.. array..Therefors, it is unlikely that the
- data accurately assess the level of
_.- cumene present in close proximity to
.. the facility,. .-~ . - . .
- +*..."The Cumene Pane] submitted
. -additional information on modelling
.. performed at the Champlin Refining and
"Ghemicals facility in Corpus Christi,
‘Texas (Ref. 22). In this exercise, -

Champlin modelled point source air
emissions from barges loading cumene.
Annual emissions of cumene from these
loading operations were estimated to be
23,000 pounds. However, there are
shortcomings with the methodology
employed in the study.

For modelling purposes, Champlin
divided the annual point source release
estimate by the total number of minutes
in a year to derive the source term (mass
release per minute). Champlin should
have divided the annual point source
release estimate by the total number of
minutes per grear in which barge loading
occurred to derive a inore realistic
source term for modelling potential air
concentrations. Based on a 1890 joint
effort between EPA and the American
Oil Company on the refining industry,
EPA estimates that tha capacity of an
intercoastal barge or tanker ranges from
2.5 million to 70 million gallons. Based
on an assumed 1 day fill rate and a 10
million galion barge/tanker capacity, the
entire capacity of production at the
Champlin facility could be loaded in 7
days. If the cumene emissions were
assumed to be released over a period of
7 days rather than 365 days, the source
term (input) would be raised by a factor
of 50. Additionally, Champlin used
typical to better than average
meteorological conditions of stability
class C and a windspeed of 12 miles per
hour in the modelling exercise. A more
conservative, yet still realistic, set of
meteorologic conditions wouid be a
stability class of D and a windspeed of
5 miles per hour. Therefore, EPA
believes the resulting ambient
concentrations of cumene from the
Champlin 1nodelling exercise
underastimate the ambient
concentration of cumene resuliing from
roieases at the Champlin facility.

Furthermore, EPA’s review of the
study indicates that the study does not
shed any light on the number of people
potentially exposed to cumene, rather it
is only concerned with determining a
level of cumene in the area of the
Houston Ship Channel. Therefore, the
study does not relate to whether EPA-
could make a substantial human
exposure finding. :

Another section of the remand

-evidence submitted by CMA consisted

of modeling studies of ambient air
concentrations of cumene that ma
result from emissions from seva
cumene manufacturing sites. Although
all studies used the EPA Industrial
Source Complex Long Term (ISCLT) air
dispersion modél, the level of detail
concerning methods and assumptions
used varied from study to study, thus
inhibiting EPA’s ability to adequately "

 Since that section 8(e) submission,

review the studies. Each of the studies
is briefly discussed below.

Modelling of cumens emissions from
two Georgia Gulf Corporation facilities,
one in Plaquemine, Louisiana, and the
other in Pasadena, Texas, were
performed using ‘‘adjusted”’ EPCRA
section 313 release data for reporting
year 1987 (Ref. 23). The rationale to
justify the procedure used to adjust the
EPCRA section 313 release data and to
justify the meteorological assumptions

‘used for modeling air dispersion were

not sufficiently detailed to enable an
adequate EPA review of the study,
The study describing the modelling of
cumene emissions from a Kech Refining
Company facility (Ref. 24) provided
sufficient details on methods and
assumptions to allow for an adequate
EPA review. This modelling study also
purported using 1987 EPCRA section
313 release data. However, the annua!
releases used in the study, 1,971
pounds, show a large unexplained
discrepancy with the 19,500 pounds of
cumene emissions actually reported
under EPCRA section 313.
Modelling studies for the Shell Qil
Company Deer Park, Texas, facility {Ref.
25) and Texaco's El Dorado facility (Ref.
26) were also submitted. However,
svpporting data on the muthods and -,
assumptions used in the studies were
not sufficientiy detailed to enahle an
adequate EPA review of the studies.
The remand evidence was
accompanied by an affidavit from
Marvin B. Hertz, an industry consultant,
supporting the usa of ambient air
monitoring data rather than the mass
emission data from the EPCRA section
313 Toxic Release Inventory (TRI) (Ref.
27).
EPA recognizes that the use of
ambient air monitoring data, when
performed correctly, plays a role in any -
exposure assessment, and thus, in risk
assessment. However, it is very difficult
to perfaerin any risk assessment when
the hazards of the compound are either
not known or not well characterized. i
For this reason, and the reasons
articulated in Unit ILE. of this notice,
EPA does not depend on human
exposure at a particular “level” in
determining *“‘exposure” under TSCA
section 4(a}(1)(B)(i). o
Finally, the Cumene Panel stated that
testing submitted pursuant to the final
test rule confirms that cumene does not .
present a risk. Moreover, the Panel
objected to EPA’s reference to a TSCA
section 8(e) submission, which
indicated cataract formation in rats
exposed to cumene vapors, asan ©. =~
example of the benefits of testinga .= .-
chemical in the absence of hazard d&tg: o
@
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Pane] has undertaken a follow-up
subchronic study.

On June 17, 1992, utilizing data
submitted in response to the cumene
test rule, EPA held an RM1 disposition
for cumene to determine whether to take
risk management action on the chemical
(Rbfs. 28 and 29). EPA determined tha
sufficient information for hazard :

. assessment is available and supports a
low concern. When the hazard :
information was considered in
conjunction with available exposure
information, EPA determined that
cumens presents a relatively low risk to
humar; health, and has discontinued
review of this chemical at this time.
Therefore, EPA does not believe any
further testing of cumene is necessary at

_ this time, *- ' ' :

V. Public Record
A. Supporting Documentation

EPA has established a record for this
policy under TSCA section 4, docket
number OPPTS-47002K, which is
available for inspection Monday
through Friday, excluding legal
bolidays, in Rm. ET-G102, 401 M St.,
SW.,, Washington, DC., 20460 from 8
a.m. to 12 noon and from 1 p.m. to 4
p.m. This record includes basic
information considered by EPA in

- developing this policy. This record
includes the following information:

(1) Interagency memoranda,
comments, and proposals.

(2) Reports-published and
unpublished data.

{3) Chemical Manufacturers
Asscciation v. EPA, 859 F.2d 344 (S5th
Cir. 1990},
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